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amended and are tiie basis for tiiis report and/or sheets containing rectifications made before tins Autiionty (see Rule 
70.16 and Section 607 of the Admuiistrative Instructions under the PCT). 
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3. Hiis report contains mdications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 
Certam defects in the international application 
Certam observations on the international application 
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Date of completion of this report 

08 December 2003 (08.12.2003) 



Authorized officer 



Telephone No. 



Form PCT/IPEA/409 (cover sheet) (July 1998) 



1 IntematiomTapplicadonNo. 
INTERNATIONAL PREIJMINARY EXAMINATION REPORT | PCT/JP2002/0 11679 



I L Basis of the report 
1. With regard to the elements of the international application:* 
^ the international sqppUcation as ori^Wy filed 

Q tiie description: , as originally filed 
^ ' Tffled witfi the demand 



pages 



, filed wth the letter of 



[H the claims: ^ ^ origmally filed 

P^S^ , as amended (together with any statement under Article 19 

• , filed with the demand 



pages 



^, filed wth the letter of 



O the drawings: , as ori^nally filed 

pag«s ^ — ' [^ed with the demand 



. , filed with the letter of 



□ thesequencelistingpartofthedescription: ^ , as originaUy filed 

P^^^ ' .filed with the demand 



filed witii the letter of 



□ the language of a translation fomished for the purposes of international search (under Rule 23.1(b)). 

□ the language ofpublicationofthe international application (under Rule 483(b)). , ^ 

□ the language of the translation fbmished for the puq»ses of intemational preliminary examination (under Rule 55.2 and/ 

Is With IgTio any nudeotide and/or amino add sequence disclosed in die international application, the international 
I ^Ll^e;^nationv^carriedoutonthebasisofthesequenoelistmg: 

I I contuned in die international appUcadon in written form. 
|~] filed togetfierwidi the IntematiMial application in computer readable form. 

n furnished subsequently to diis Authority in written form, 
n fiimished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently fomished written sequence listing does not go beyond the d««losure m the 
kitemational application as filed has been fiimished. 

□ Tte statement that the information recorded in computer readable form is identical to d» written sequence hstmg has 
been fiimished. 

. O The amendments have resulted in the cancellation of: 

I I the description, pages 

I I the claims, Nos, 



I I the drawings, sheets/fig . . 

n This report has been established as if (some of) the amendment had not b^ mad^ since they have been considered to go 
5. LI beyond ttie disclosure as filed, as indicated in the Supplemental Box ^e 70.2(c)). 

**Aro>r^ementsheetcomaMngsuchcmembneiitsmu3tber^^ 1 mdannexedto thisreport 
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. ReasonedstatementunderArtlcle35(2).ithregardtonovel^^ 
citations and explanations supporting such statement 



Statement 
Novelty (N) 

Inventive step QS) 
Industrial applicability (lA) 
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YES 
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Citations and explanations 

Document 1: JP 2001-4628 A (The Kanagawa Academy of 



Document 2 
Document 3 



Science) , 12 January 2001 

JP 5-240872 A (Canon Inc.), 21 September 1993 
JP 2000-162184 A (Hitachi, Ltd.), 16 June 
2000 



Document 1 discloses an immunoassay device, wherein 
a solid fine particle 2 onto which antibodies have been 
adhered, microchannel inflow parts 5, 6, 7 and 8 (reaction 
solution inflow path parts) , a microchannel reaction bath 
part 3 (reaction flow path part) having a larger cross 
sectional area than the diameter of the solid fine 
particle 2, and a microchannel separation part 4 
(detection flow path part) having a smaller cross 
sectional area than the diameter of the solid fine 
particle 2, are provided on a substrate; as well an 
immunoassay method that uses an assay device (paragraphs 
[0008] -[0010]). in addition, an opening (insertion part) 
is provided on the protective plate at a position that 
corresponds to the reaction bath 3 (paragraph [0014] ) . 
Furthermore, the document indicates that detection is made 
by means of a thermal lens microscope (paragraph [0017] ) . 

Document 2 discloses the use of enzymat ic labeling 
FonnPCT/IPEA/409 (BoxV) (January 1994) 
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to detect hybrid! zat ion . 



Document 3 discloses an assay device that introduces 
samples into a single detection device using a plurality 
of sample introducing systems. 



Claims 1-6 

It is obvious to a person skilled in the art to use 
enzymatic labeling, disclosed in document 2, as the 
labeling method instead of gold colloid in the device or 
method disclosed in document 1. 

In addition, as disclosed in document 2, an assay 
device that uses microchannels, wherein a plurality of 
sample- introducing systems are used to introduce samples 
into a single detection part, is known. Hence, it is 
obvious to a person skilled in the art to provide the 
device disclosed in document 1 with a plurality of 
mi'crochannel reaction bath parts 3, wherein the samples 
are separated based on whether the result of the antigen- 
antibody reaction test is positive or negative. 



FonnPCT/IPEA/409 (BoxV) (January 1994) 



